
DEPARTMENT OF HEALTHI Public Health SC 

La&man Consultant Services, Inznc. 
Attention: Robert W. Pollock 
1600 Stewart Avenue, Suite 604 
Westbury, NY I1590 

Dear Mr. Poillock: 

This is in response to your petition ecember 27,20 
Abbreviated New Drug Appkatio for the followipl 
Butalbital and Caffeine Capsules, 300 mg/40 mg. The listed 
your petition are Acetaminophen, Buta and Caffeine Capsules, 
approved under ANDA 89-007 bald by Mikart, 

Your request involves a change in skength from that of the l&ted g products (i.e., from 
325 mg of the acetaminophen component to 300 mg of the acet o~~pone~t~. T 
change you request is the type of change that is authorize era1 Food, Drug, i 
Cosmetic Act (Act). 

we have reviewed your petition under Section 505(j)@)(C) ofthe Act and have determine 
it is approved. This letter represents the Food ami big ~d~~~~a,t~~~‘s DA) determim 
that an AND.A may be submitted for the above-re~~~~ed drug produ&s, 

Under Section 505(j)(Z)(C)(i) of the Act, the FDA must approve; a petition seeking a streni 
differs from the strength of the listed drug product unless it finds that ~~v~stigatio~s must t 
conducted to show the safety and effectiveness of the differing s~e~gth” 
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The FDA finds that the change in strength for the specific proposed cfxug producls does 
questions of safety or effectiveness because the uses, dase, dosage form an 
administration of the proposed’ drug products are the same as that of the 
The FDA concludes, therefore, that investigations are not necessw in this 
if rj;hown to meet bioavailability requirements, the proposed drug p~~~~c~~ 
have the san’16: therapeutic effect as the listed reference drug product. 

The approval of this petition to allow an ANDA to be submitted for the above-referenced 
products does not mean that the FDA has determined that a.11 mf)A cvi]) be approved for 
drug products. The determina.tion afwhether an A will be approved is not made uxxt 
ANDA itself is submitted and reviewed by the 



Sections 505@(2)(A) and (B) of the Act. To be approved, the drug products will,-amo 
things, be required to meet current bioavai~ability requirements under Sectian SOS(j)(Z)( 
the Act. We suggest that you submit your protocol for the drug products tc% the Office of 
Drugs, Division of Bioequivalencze, prior to the submission of your 
your application, the FDA may require the submission of additional in 

The listed drug products to which; you refer in your 
which you based this petition, In addition, you should refer in you 
petition docket number cited above, and iraclude a copy of this letkx m t 
Please note that once aaa appticaG3n is approved for a drug pr 
of&is petition, that drug product will be 
utilized as the basis for submission of ti 

may not be 

A copy of this letter approving yo etition will be placed on public display in the Do 
Management Branch, Room 1061, ail Stop .8FA-305, 5630 Fishers Lane, Rockville, 
20852. 

sincerely yours, 

Gary Y. Buehller 
Director 
Office of Gentic Drugs 
Center for Drug Evaluation and Resxrch 
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